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Application Papers 
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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.1 14, including the fee set forth in 
37 CFR 1 .17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on 3/3/2010 has been entered. 

Applicant's amendment and response filed on 3/3/2010 has been received and entered 
into the case. 

Claims 1-10 are canceled, claims 1 1-35 and 47-74 have been withdrawn from 
consideration as being drawn to non-elected subject matter, and Claims 36-46 have been 
considered on the merits. All arguments have been fully considered. 

Applicant's arguments with respect to claims 36-46 have been considered but are moot in 
view of the new ground(s) of rejection. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 38 and 39 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant 
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art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention. This is a new matter rejection . 

The currently amended claims disclose the limitation directed to the method being carried 
out in the absence of stem cell factor (SCF). The originally filed application does not support this 
limitation and thus, the instant amendment introduces a new matter to the application. 

The current amendment changes the scope of the instant claims. Claim 38 is dependent 
upon claim 36, and directed to the additional step of exposing the stem cells with a growth factor 
and/or a cytokine capable of increasing expression of CXCR4. 

The specification discloses the administration of HGF alone or HGF in the presence of 
SCF or IL-6 (p.7 and 33), or the culturing CD34+ stem cells in the presence of HGF alone, or 
HGF in the presence of SCF (p. 36). The scope supported by the original disclosure is considered 
that the stem cells are exposed to HGF alone, to HGF in the presence of SCF, or to HGF in the 
presence of IL-6. 

Upon the instant amendment, the step (b) of Claim 36 now requires exposing the stem 
cells with HGF or active portion thereof in the absence of SCF. Claim 38 requires additional 
exposure step, which is interpreted as independent from the step (b) of claim 36, with the growth 
factor and/or cytokine. This additional step does not exclude SCF. As a consequence, the method 
of claim 38 can be interpreted that the stem cells are exposed to HGF in the absence of SCF, 
which is followed or preceded by the additional exposure step with any growth factor and/or any 
cytokine, which encompasses SCF. This particular scope does not have support from the original 
disclosure of the application. 
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In amended cases, subject matter not disclosed in the original application is sometimes 
added and a claim directed thereto. Such a claim is rejected on the ground that it recites elements 
without support in the original disclosure under 35 U.S.C. 1 12, first paragraph, Waldemar Link, 
GmbH& Co. v. Osteonics Corp. 32 F.3d 556, 559, 31 USPQ2d 1855, 1857 (Fed. Cir. 1994); In 
re Rasmussen, 650 F.2d 1212, 211 USPQ 323 (CCPA 1981). See MPEP § 2163.06 - 
§ 2163.07(b) for a discussion of the relationship of new matter to 35 U.S.C. 1 12, first paragraph. 
New matter includes not only the addition of wholly unsupported subject matter, but may also 
include adding specific percentages or compounds after a broader original disclosure, or even the 
omission of a step from a method. See MPEP § 608.04 to § 608.04(c). See In re Wertheim, 541 
F.2d 257, 191 USPQ 90 (CCPA 1976) and MPEP § 2163.05 for guidance in determining 
whether the addition of specific percentages or compounds after a broader original disclosure 
constitutes new matter. 

It is recommended to amend the current claims to the step of exposing the stem cells to 
HGF alone or HGF in the presence of IL-6. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 36-46 are rejected under 35 U.S.C. 103(a) as being unpatentable over Weimar et 
al. (of record) in view of Kollet et al. (2001, Blood; of record) in view of in further view of 
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Forbes et al. (of record), Devine et al. (of record) and Shi et al. (of record). 

Weimar et al. teach a method of exposing CD34+ hematopoietic stem cells (HSCs) to 
HGF and IL-6 (see entire document; Table 2 at p. 889). 

Weimar et al. do not teach the step of isolating stem cells having CXCR4. 

Kollet et al. teach a method of isolating CD34 + /CD387CXCR4 + HSCs by flow cytometry 
(FACS) after treating CD34 + /CD38" or CD34+/CD38 /low HSCs with IL-6 (see Materials and 
Methods). Kollet et al. teach that CXCR4 mediates rapid and efficient homing of CD34 + /CD38" 
HSCs or CD34 + /CD38" /l0W HSCs (see whole document). 

It would have been obvious for the person of ordinary skill in the art at the time the 
invention was made to isolate CXCR4 positive stem cells from the CD34+ cells treated with 
HGF and IL-6 taught by Weimar et al. 

The skilled artisan would have been motivated to make such a modification because 
Kollet et al. teach that IL-6 treatment, which increases CXCR4 expression, also increases 
migration and homing potential (p. 3287, right col.), and suggest that the method provides a novel 
approach to improve the outcome of clinical stem cell transplantation by enhancing homing and 
repopulation with cytokines (p. 3290), and therefore, a person of ordinary skill in the art would 
recognize the cells exposed to HGF and IL-6, which inherently express increased CXCR4 would 
be suitable for transplantation. 

The person of ordinary skill in the art would have had a reasonable expectation of success 
in combining the step of exposing HSCs of Kollet et al. to HGF as taught by Weimar et al. 

With regard to the limitations drawn to a method step of expressing HGF in the stem 
cells, Weimar et al. in view of Kollet et al. do not particularly teach the limitation. 
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Forbes et al. teach that HGF as an antifibrotic agent being recombinantly expressed in 
bone-marrow derived stem cells (p.2, lines 10-13; p.4, lines 18-26). 

It would therefore have been obvious for the person of ordinary skill in the art at the time 
the invention was made to use the HGF-expressing stem cells of Forbes et al. in the method of 
Weimar et al. in view of Kollet et al. or modify the stem cells of Weimar et al. in view of Kollet 
et al. to express HGF as taught by Forbes et al. 

The skilled artisan would have been motivated to make such a modification because 
using HSCs expressing HGF would eliminate an additional treatment step of HGF, since HGF 
secreted by the stem cells would act as an autocrine factor for the stem cells. 

The person of ordinary skill in the art would have had a reasonable expectation of success 
in expressing HGF in HSCs since it is well known in the art to generate cells to express 
recombinant HGF by trans fecting a polynucleotide encoding HGF. 

With regard to the limitation of claim 37 drawn to the collecting step being effected by a 
stem cell mobilization procedure, Kollet et al. teach the stem cell mobilization procedure of 
stimulation with granulocyte colony-stimulating factor followed by obtaining such mobilized 
stem cells (see Materials and Methods). 

With regard to the limitation of claim 46 drawn to a method step of determining homing 
capabilities of the CXCR4 expressing stem cells, Kollet et al. particularly teach the method step 
of analyzing homing capability of the stem cells expressing CXCR4 by IL-6 stimulation (see 
"homing assay" in p. 3284, right col.). 

With regard to the limitation to the stem cells being mesenchymal stem cells, it would 
have been obvious to a person of ordinary skill in the art that the method of expressing HGF in 
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the bone marrow derived stem cells of Forbes et al. would enclose HSCs as well as MSCs. 
Therefore, by using the bone marrow-derived stem cells of Forbes et al. in the method of Kollet 
et al. would inherently carry out isolation of MSCs expressing CXCR4. Since it is well known in 
the art that MSCs have the homing property as HSCs according to Devine et al. (see whole 
document), and it is an inherent property of MSCs to express CXCR4 according to Shi et al. (see 
entire document), a person of ordinary skill in the art would have a reasonable expectation of 
success in isolating MSCs expressing CXCR4 along with HSCs in bone marrows in the method 
of Kollet et al. in view of Weimar et al. in further view of Forbes et al. 

Therefore, the invention as a whole would have been prima facie obvious to a person of 
ordinary skill at the time the invention was made. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Taeyoon Kim whose telephone number is (571)272-9041 . The 
examiner can normally be reached on 8:00 am - 5:00 pm ET (Mon-Thu). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Wityshyn can be reached on 571-272-0926. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Taeyoon Kim/ 

Primary Examiner, Art Unit 1651 



